Tils report ta required by tew {7 USC 2143). Failure to report according to ihe regulations can 
result in an order to cease and deatet and to be sublet to penaWee as provided far in Section 211 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


DEC 0 1 2008 


See attached farm for 
addHondi tn farmatton. 


Interagency Report Control No.: 


1. CemFICATE NUMBER: 

51-F-0024 

CUSTOMER NUMBER: 

12776 



ANNUAL REPORT OF RESEARCH FACILITY 

{TYPE OR PRINT) 


Center For Biologies Evaluation & Research 
29 Lincoln Drive 
Bethesda, MD 20652 


Telephone: 


(b)(6), (b)(7)c 


3. REPORTING FACILITY { List all locations w4rere animals were housed or used In actual research, toaflng, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS (Stas) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets if iwoessarvor use APHIS Form 7023 A l 


Humber of 
animals upon 

Wl 

research, 
experiments, or 
teste ware 
conducted 
Involving no pain, 
tfl$tress,oruseor 
paln-relleving 
drugs. 


Number of animals upon 
which expe ri ments, 
teaching, research, 
surgery, or taste were 
conducted Involving 
accompanying pain or 
distress to the animate an 
for which appropriate 
anesthetic, analgesic; or 
taanquHzing drugs were 
used. 


Ei Number of animals upon vririch teaching, experiments, 
research, surgery or teste ware conducted Involving 
accompanying pain or distress to the entente and for wh 
the use of appropriate anesthetic, aratgeste, or banqutlte 
drugs would have adversely affected the procedures, res 
or Interpretation of the teaching, research, experiments, 
surgery, or teste. (An explanation of theprocedures 
producing pain or distress In these anlmtes and the reesr 
such drugs were not used must be attached to this report 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 



1) ProfeeatonaHy acceptable standards governing the care, treatment, and use of animate, including appropriate use of anastatic, analgesic, and trenqufflzinfl drugs, prior to. during, and followinfl actual r»s< 
teaching, testing, surgery, or experimentation mm followed by thb rssmrch fedfity. 

2) Each principal Investigator has considered alternatives to peinhi procedure*. 

3) This facility is adhering to Ihe standards and regulations under the Act and ft has required that exceptions to the standards and regulations be speettted and explained by the principal Investigator and ap 
Institutional Anlmei Care and Use Committee (IACUC). A summary of alt such exceptions Is attached to this entaial report to sddfflon to Identifying the lACUC-epprovad exceptions, this summary Im 
brief explanation of the eHceptfons, aa wen as the spocies and nurrtbar of animate affected, 

4) The attending vetertoarien for this research faeflity has appropriate autaffly to ensue tie provision of adequate veterinary care and to oversee Ihe adequacy of other aspects of anknal care and use. 


APHIS FORM 7023 
(AUG 91 ) 


(Replaces VS FORM 1S*3 (OCT 88), wWch te obsolete.) 
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Optional Column E Explanation Form 

This form is intended as an aid to completing the Column E explanation. It is 
not an official form and its use is voluntary. Names, addresses, protocols, 
veterinary care prograihs, and the like, are not required as part of an 

explanation. A Column E explanation must be written so as to be understood 

by lay persons as well as scientists. 

1. Registration Number: 51-F-0024 

2. Number of animals used in this study subject to column E listing: 1ST 

3. Species (common name) of animals used in this study: Guinea Pigs 

4. Explain the procedure producing pain anchor distress. 

ASP# 89-32. This is a potency test that evaluates the presence of sufficient 
protective antigen in toxiods manufactured to prevent tetanus and 
diphtheria in humans: It is performed by CBER as a lot release test to 
verify adequate protection to the U.S. population by vaccines licensed in 
the U.S. Animals are injected with a combination of toxin and protective 
antibodies and survival is determined out to 7 days. Protected pigs show 
no signs, but control animals and inadequately protected animals will 
develop signs of disease and proceed to death rapidly without the benefit 
of euthanasia. Historically, 10 % of the total number of animals used have, 
died as a result of toxin administration and therefore have fallen under 
column E. 

5. Provide scientific justification why paid and/or distress could not be 
relieved. State methods or means used to determine that pain anchor 
distress relief would interfere with test results. (For Federally mandated 
testing, see question 6 below). 

As required by the Minimum Standards (which are the precursors to the 
CFR) animals which become sick before 96 house cannot be euthanized. 
After 96 hours and up until the end of the test of 7 days, any animals 
showing signs of disease can be euthanized. There is no in vitro alternative 

for potency testing these two components of the U;S. Childhood 

Vaccination Program, . 

6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific 
section number (e.g., APHIS, 9 CFR 113.102): 

This test is required by the FDA Minimum Standards Requirements. 



